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Apri121, 1999

WilliamK, Hubbard
Associate Commissioner for Policy Coordination
Dockets Management Branch
(H’FA-305)
Food and Dmg Administration
S630Fishers Lane,Room 1061
RoclcviIle, MD208S2

RE Docket No.98P-0504, Performance Standard fbr V/bhvdni@~.

Dear Mr. Hubbard:

This letter is responding to the Federal Register reques~ fix information md views regardins eight specific
questions related to the Center for Science in the Public It@ust’s (CSPI) petition m establish a standard for
Vibrio vufnjficus in raw molluscan shellfish of urldetee@ble levels (Docket No. 98P-0504).

Taylor Shellfish Company is the largest producerof rndluaean shellfish on the Wem Coast of the United
Stares. The actions requested in rhe CSP1 petition posSa ms$x throat to the fiture of my company and the
shellfish industry as a whole.

II is our belief that FDA should defer this issue w the lqterstate She!lfish Sanimtion Conference for
deliberation. If FDA were to take unilateral action on tl+ispetition, circumventing the lSSC process, I would
have to look seriously at whether we would continue ~, a company to be involved and support the lSSC, The
Memorandum of Undemanding in which FDA recognqes ISSC as che primary national organization 10
provide guidance on shellfish public hea[th issues is a oiucial foundation on which the effecdveness of the
Conference is built.

In 1998, Issue 98-106 was submitted to tho lSSC, whic~ includes qcommendations similar to those included
in the CSPI petition, Conference delegates reikrrud rho issue to commitm for further deliberation. This
action was supported by the FDA along with a request for tha committee to consider nine questions similar to
theones included in the FDA Fcderaf Registm Notice.

ISSC is in [he process of finalizing a contract wi~ ResZh Triangle lnmitute (RT1) to study the potential
economic impact of esmblishing a perfgnnance s~nd~ of ‘tnon.detectable” for Vibrio vulnl$~us. The
decision to conduct this study was the resuh of a recom~cndation by Mr. Phil lip Spiller, Director, FDA
Oflice of Seafood in his opening comments at the 1998;1SSC. The results of this study are crucial to any
decision the lSSC or FDA could make regarding this issue.

The [SSC is working with FDA and State Shellfish Cor&l Authorities in nine states to investigate levels of
Vibrio vuhrljkus and Vibria parahaemo/yricur in shcllsmck in retail es~blishmems. The results of these
effotis wilI also be Ilelpfil to FDA and [SSC in their consideration of this issue.
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[n light of the above ongoing effo-, it would seem moat prudent for the FDA to ●ither deny the petition as
was requested by PCOGA in our December comments ,orto delay acrion until the results of these studies and
recommendations regarding Issue 98-106 are available to FDA.

In response to the eight questions posed in the Federal &gtiter:

1. 1s the Ameripure Co. technology readily employable by the shellfish industry; if no~ what barriers exist,
and what steps could be taken to reduce or elimina~ those berdem?

Whether the Ameripure technology is readily employable is not relevant if the finished product is not
marketable, The marketability of Ameripum’s finished product is unproven in PCOGA’S opinion. This
product is new to the market place and claims of aecepiability by the proponent who stands much to gain
through the sale of patent licenses and royalties are suspeet. Contitmed application of the Ameripure process
on a volunteer basis is appropriate and will ultimately detannine market acceptabili~. Mandating the
process on an entire industry could have devastating re@s if the produst is in fact not acceptable to
consumers accustomed cofresh, live, nsw oysters on ~ half shell.

Assuming the Aneripure product were acceptabh to thb marke~ barriers that affect its employability
include:

● Different treatment effectiveness for variable s“~d oystam, variable shell thickness, oyster species,
cluster vs. single oysters, clams, mussels and seallQps, To our knowledge, the Ameripure technology has
not been proven effecrive ~n an@ing other than vary uniform single Eastern oysters. l%e uniformity is
apparently critical to the desired end result of %on:dctecatble” in all of the shellfish included in a
p@culti pasteurization batch. The industry cm all coeso harvest oysters of variable sizes. On the West
Coast, there are a half dozen diffbrmtt speoies of oya~ raked in a variety of culture systems which
yield markedly different shell characteristics. Growem are concerned the Ameripure process will not
accommodate the variability of their products,

Q The resulting product is no Iongor live. [tmay ~ similar to flesh, live raw oysters for the first few
days following treatment, however the organdeptic characmristics are most certainly going to change
over time compared COoysters still liv~ in the shell. Shelf Ii& will be reduced through the Ameripum
process on some shellstock.

o Since the product is processed and no longer live shelbc~ it has co[der temperature (38° F) holding
requirements than live oys~ers. Where Ameripure’s preduct is marketed as being ~hesame as live raw
oysters. this will be confusing to the processing di~lbution and retail sectors that will now have two
different temperature regimes to follow for shelhck oysters.

● The cost of the patent license, royalties and ~essing equipment is not precisely known but is rumored
to be high, [ have heard the license to use the proc~s could cost as much as $250,000 with a $0.02 per
oyster royalty being paid to Ameripure. llte equipment to process 40,000 pounds of product per day is
rumtwed to cost as much as $800,000. These costs are ptmhibitive to even large companies like ours,

2. Other than the AmeriPure Co. process, what teohndogi~, both present and anticipa~ed, could
significantly reduce the number of J? vu}niflcw in qysters while retaining the sensory qualities of a raw
oyster? What is known about the ability of such technologies to reduce the number of V,vulnijlcus to
nondetectable levels?

All the post-hawest technologies currently under study lcill the animal, with the exccprion of irradiation,
thereby changing the inherent condition of the product. Irradiation results in non-detectable levels without
killing the live animal but is nor approved by FDA. Freezing with liquid carbon dioxide results, reportedly,
in levels approaching non-detectable, High hyd~st~tic pTESSUre shows promise, but is still in the
experimental stage. Short rem deputation has proven ineffective in that it appears the V]bri~s are pafi of the
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normal bacterial flora of theshcllfish mdnotmdily skdandkllled bydisinfection systems emp1oyedin
deputation. Longer term deputation may be effkctive but is nor ~onomical. Holding of animaIs in
reft igeraced sea water systems is a technique chat mny merit further review.

3. How reliable are such technologies? May they ptuctically be required for an entire industty or a
signiticaot portion of that industry?

In that none of these other technologies h~ been prov~ ad ~ extensively to pro&ce shellfish wi~ non.
detectable levels of Vibrio vulnfficur, it is not possible to assess their reliabiliv. Freezing with liquid carbon
dioxide is a well-established freezing teehnique for other food commodities. Its limited use for oyslers
appears to yield a quality product with characteristics s“irnilarto a fresh mw oysrer if glazed and stored
properly.

Deputation in itself is a reliable technology, but its applieatien in reducing Vdwio vufnlficus to non-
detecmble levels is not. Many West Co= oysters are rnariteted for the value of the flavors imparted by the
panicular growing waters. Deputation inn sterilized sywratn,particularly for extended periwls of time could
eliminate these characteristics.

All of these other technologies require expen$ive equipment and would not be practical to impose on an
entire industry or even a significant portion of the indtumy, The practicality of their application also is
related t~ what species and product forms they are required to be applied to,

4. Would a performance standard have to be as low as ““non-d~blo?” Do data exist that would permit
the setting of a performance standard above” non-detitable?” If so, at what level’?Should tk fact that
Y vuhtijjcus is found at low Ievels (leas dim 100 N@atRwbable Number/gram) in oysters in months
(January and February) in which there have been@ teporwd illnesses be taken into account when
establishing a petiormance standard or level?

1question whether a performance standard is appro@e at all for an organism ( Vihrio wdn~jicra) that is not
“ordinarily injurious.” For people in the at-risk group ~ho choose to eat raw or raw-like product, a
perforrrmnce measure standird other rhan zero maybe offeetive, For healthy individuals any performance
standard would be ineffective and unnecessary.

lf the ISSC determines a pe~onnattcc standard approackis appropriate,looking to months when there have
been no historic repfied illnesses m deaths atibuted @ K v. could be valuable in determining what an
appropriate level should lx, particularly in that it is not practicalto do feeding trials to establish an infectious
dose.

5, Should a performance standard apply to all raw mollusean shellfish or only to oysters?

The vast majority of illnesses and deaths linked COJ? v. have been attributed to oysters consumed mw.
While, as mentioned, we question the validity of applying a performance standard to an organism that is not
ordinari Iy injurious, it most cerrainly should not be applied to other ~es of shellfish. The suggestion that
FDA may even be considering this has me very alarmed. we produce roughly 4,000,000 pounds of Manila
clams and 1,000,000 pounds of mussels which have never been linked to Kv. illnesses or deaths. These
products should not have to undergo post harvest trea~ent to reduce Kv..

6, What would be the quantifiable and nonquentifiable costs ofa performance standard? Who would bear
the costs? What would be the effect on costs, and the distributionof costs, if there was only one, patented
process that could be used to meet the parforrnancestandard’?What would the effect on costs be if a
standard of” non-dctecrable” wem put in place for all pathogens or for all raw molluscan shellfish?
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This question isverybroad anddifflcultto answer. Theatudy commissioned bythe[SSC to bedoneby R~
wi II attempt to quanti~ some of these eeonomic impacts, FDA and [SSC should utilize the results of this
sumey in their deliberation of this issue.

1f we processed only our live oysters under Arncripure’spaten~the rumoredroyalty fees alone would cost us
$20,000 annually. If shucked oyster meat were includa# thatwould raise the royal~ fee anotherS360,000
annually. This does not include the cost of fwilities and equipmentand assumes customers would continue
their cument Ievel of consumption with the treated oyst4ra. Fromwhat 1have heard regarding the market
acceptability of this product, 1doubt this will be the caqe.

A performance standard could likely eliminate live, raw shellfish as a consumer choice. Financial costs to
processors, harvesters, distributors, retai[ers, foodservice operators and consumers would be substantial.
Some of these will be quantifiable and others n~ Tlmcewould be a tton-quantifiable .socio-economic impact
and cultural loss 10consumers who have traditionally e@enrawshellfish.

7. What would be the quantifiable and nonquantifidde beneflm of a petionrmnce standard? Who would
enjoy the benefits?

There would be a benefit to a small group of vulnmablo individ~[s fiurn the at-risk population that could
now choose to eat post harvest treatedshellfish producmwith a mduecd risk of illness from ViWo wdhl~cau,

8. Another marine pathogen, K po~ahaemo~tlctts, has caused over 700 repo~d cases of illness
(gastroenteritis) during 1997 and 1998. There has ~n one death reported to the Centers for Disease
Control and Prevention and sevend hospitalizations. [Ilrwsaes from V,purahuemolyricus ha%eoccurred
from oysters harveswd outside of the Gulf of Mexico region. Should a petiormanco standard apply only
to X vulnific~ or should it apply w other W6AJ s~ies that pose-harvesr rreatment might be able to
reduce to nondetectable levels?

I believe that any adjustment to the existing perfommttce standardof 10,000 MPN for K p. should be
considered separately from any deliberation concerning K v.. The lSSC adopted an interim control plan for
Y p. in 1998 for a three year period. The results of the effectiveness of the lCP will be eva[uated at the 2001
lSSC Conference. Washington State implemented the K p, lCP in the summer of 1998 and achieved
significantly reduced ilinesses compared to the previouii summer with similar climatic conditions and
ambient Y p. levels.

[n closing, 1appreciate your consideration of my eomm,enta on this important issue, 1am dismayed however,
that 1am having to deal with it outside of the cxmtextof the lSSC. Panicipating in ISSC is already a
significarrr cost and effott for my company, Tho FDA f+s a good recordOfCooperation and respecting the
relationships established by the MOA. I urge you to co.ntinw that cooperative spirit and a!low the
Conference the opportunity to deliberate this issue.

Sincerely,

Bill Taylor
President
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Thus, with tens of millions of consumers affected, these conditions can no longer be
said to be rare ailments in the U.S. population.

The Seafood HACCP Rule and Other Previous Regulatory Effohs Have Not
Worked

Despite the mounting death and i!lness toll from WMo wdnlflcw+contaminated
raw shellfish, and the growing number of potential victims, the regulatory response to
this public-health disaster has been woefully inadequate, There is no evidence to
suggest that the refrigeration controls, consumer education efforts, and warning label
requirements adopted over the past few years by the hawesting states, in conjunction
with the Interstate Shellfish Sanitation Conference (ISSC), have done anything to
reduce the death and illness toll from contaminated shellfish, Indeed, careful scrutiny
of these feeble measures reveals that even 100 percent compliance would do little to
en”hanceshellfish safety:

● the already weak refrigeration requirements were further
eviscerated at last year’s ISSC annual meeting, to the point that
they now permit raw shellfish routinely to remain unrefrigerated for
up to 10 hours during the summer months, a sufficient period of
time for Vibno vuhficus concentrations to reach dangerous levels;

● research shows that consumer education in the form of warning
signs in retail establishments are wholly inadequate to prevent at-
risk individuals from eating raw shellfish; and

● the warning label requirement adopted by the ISSC does not even
ensure that the warning will reach consumers, but instead requires
warning labels to be affixed to bags of shellfish in wholesale
shipments to re&7ers.

Even more disturbing than the states and the ISSC’S failure to take appropriate
action to protect consumers from shellfish contaminated with Vibrio vulnificus k FC)NS
inability to do SQunder the recently implemented seafood HACCP rule, In touting the
expected economic benefits of that rule, FDA predicted that it would avert anywhere
from 12 to 30 annual cases of Vi6rio vuhificus infection within three years,

“3
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Unfoflunately, there has been no decrease in the pathogen’s annual death and illness
toll since the rule was implemented in December 1997, and there is no rea$on to
believe that the rule, without a mandato~ performance standard, will bring any future
improvement, Indeed, as CSPI pointed out in its citizen petition, even the head of
FDAs Office of Seafood has conceded that the HACCP regulation alone will probably
not bring about the estimated reduction in deaths and illnesses in the anticipated time
frame,

Seafood HACCP’S inability to stem the tide of Vibrio vuh?ificus-related deaths
and illnesses is readily explained. In its current form, the rule mandates only ineffective
pathogen-control measures for Vibrio whificus, Under the rule, harvesters and
processors must comply with the weak refrigeration controls described above. The
only”additional pathogen-control measure is a tagging requirement, which mandates
that shellfish be tagged with the location of harvest. While tagging does help to

prevent processors from purchasing shellfish”from harvesting beds that are closed due
to sewage or other contamination, this device obviou$ly,fails to prevent processors
from”purchasing Iegally-hatvested contaminated shellfish from beds that remain open
despite the presence of high Vibtio VUM7CUS concentrations.

Despite these shortcomings, FDA could transform the seafood HACCP rule into
an effective food-safety program for raw shellfish by combining the rule with a
pathogen-reduction performance standard, as urged by CSPI. This would provide an
incentive ‘for the industry to employ available post-harvest treatments. Such a strategy
has been successful in the meat and poultry industry, where the Sa/mondla
performance standard imposed by the United States Depadment of Agriculture in
conjunction with the meat and poultry HACCP program has apparently yielded an
impressive decrease ii SalmmWa contamination of chicken, beef, and swine
carcasses, There is every reason to believe that FDA”could achieve similar success in
eliminating Vibrio vuhificus from raw shellfish by adopting a performance standard as
part of the overall seafood HACCP program, To avoid a loss in consumer confidence
in seafood HACCP, which could undermine future efforts by FDA to implement HACCP
programs in other areas of foorj regulation, FDA should act quickly to adopt the
proposed performance standard.

4
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The Performance Standard Must Require Nondetectable Levels of Vibrio
wlnificus

To adequately protect consumers of raw shellfish, the performance standard
must require nondetectable levels of the pathogen, and not some greater
concentration. The infectious dose for Vibrio Wnificus is not known, but there is
evidence that exposure to even very low levels of the pathogen can lead to death or
seric)us illness, For instance, at least one person has died after eating a single
contaminated raw oyster, and data fr~m 1994 indicate that oysters containing under
300 VWkY vuhificus organisms per gram of oyster meat at harvest can be deadly,
Consequently, no scientific basis exists for setting a performance standard above
nondetectability, and FDA would be acting arbitrarily -- and ‘recklessly -- in’establishing
a standard that would permit raw shellfish containing any detectable Vjbrio whificus
organisms to leave processing plants.

Another consideration favoring adoption of a performance standard requiring
nondetectable levels of Wbrio vdnificus is the likelihood That post-processing
temperature abuse of raw shellfish would increase the pathogen’s concentration to

dangerous levels by the time the shellfish reach consumers. The organism’s ability to
proliferate rapidly even at room temperature means that raw shellfish containing low
concentrations of Vihrio vdnificus could ultimately pose a grave risk to consumers,

especially those in the high-risk groups.

The Potential Benefits of the Proposed Performance Standard outweigh Its
Potential Costs

Finally, it bears emphasis that adoption of the proposed performance standard
would make sound economic sense. FDA has estimated the annual cost of Vibrio
vq/rMc@-related deaths and itJnesses at approximately $120 ‘million, The annual cost
is high in part because sun)ivors of Vibfio vldnificus infection can face debilitating injury,
sometimes requiring amputation and long-term rehabilitation.

This immense cost, imposed on
has a gross income of only $36 million

society by an industry that, by recent estimate%
annually, would be eliminated by requifing the

5
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industry to achieve nondetectable levels of the pathogen in their products. Of course,
along with the quantifiable costs, the psychological costs of Vibrio vdn;ficus-related
deaths and illnesses would also be eliminated or reduced by adoption of the proposed
performance standard.

These annual savings would come at a modest price: according to a company
that developed one post-harvest treatment process, mild heat pasteurization, the
increase in cost would be approximately 8 cents per oyster. Moreover, the slight
increase in cost per fish associated with implementation of the necessary post-harvest,
treatments could readily be passed on to consumers, who would be willing to pay more
for a significantly safer product. Also as a consequence of the enhanced shellfish
safety, demand for the treated products should increase, as more consumets become
willing to eat raw shellfish.

Conclusion

blow is the time for FDA to act responsibly and stop the needless loss of life and
serious illness caused by raw shellfish contaminated with Vjbn-o.vuhjficus, With the
recent introduction of FC)AS seafood HACCP rule and the development of innovative
post-harvest processes that can reduce the pathogen to non-detectable levels, the
agency is ideally positioned to put an end to the shellfish industry’s unyielding reliance
on traditional practices that allow potentially deadly products to reach consumers. By
adopting the performance standard urged by CSPI, FDA finally can fulfill its public-
health mission in this crucial area of seafood safety.

Director
Food Policy Institute
consumer Federation of America
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